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DETAILED ACTION 

Allowable Subject Matter 

» 

1 . The indicated allowability of claims 46-59 is withdrawn in view of the newly discovered 
reference(s) to Matheny (5,561,378). Rejections based on the newly cited reference(s) follow. 

Claim Rejections - 35 USC § 1 02 

2. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

3. Claims 46-47, 51-52, 59 and 149 are rejected under 35 U.S. C. 102(a) as being anticipated 
by Matheny et al. (5,651,378). 

With respect to claim 46, Matheny teaches a method including actuating an electrode to 
create an electrical field effective to stimulate a vagus nerve to achieve controlled asystole (Col. 
1, lines 66-Col. 2, line (Col. 3, lines 42-49) and also teaches that the stimulator may be of the 
type disclosed in U.S. Pat. No. 5,458,625 (external stimulator that has an electrode that clips onto 
the body) and may be attached to the patient's neck (Col. 4, lines 6-1 1). 

Regarding claim 47 and 149, Matheny, by effective incorporation by reference of U.S. 
Pat. No. 5,458,625, shows the stimulator includes two electrodes (54, 56) that are spaced apart 
from one another (Figs. 2-3), therefore when Matheny applies the stimulator structure of U.S. 
Pat. No. 5,458,625 to the neck, Matheny will be positioning a first electrode and second 
electrode on the neck of the patient with the second electrode in spaced apart relation to the first 

* 

electrode. 
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Regarding claims 5 1-52, Matheny shows the vagus nerve is stimulated for five seconds 
(Col. 2, lines 7-9). 

With respect to claim 59, Matheny shows the vagus nerve is stimulated during minimally 
invasive coronary bypass surgery. 

Claim Rejections - 35 USC §103 

* 

4. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Claims 48 and 150 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Matheny et al. (5,651,378) as applied to claims 47 and 149 above and further in view of by Hill 
et al. (RE 38,705). Matheny fails to explicitly teach that the second electrode is positioned 
approximately one centimeter from the first electrode. Attention is directed to Hill who teaches 
that the spacing between the first and second electrodes for vagal stimulation to effect asystole 
can vary depending upon among other things the size of the vagus nerve and the amount of 
current applied (Col. 7, lines 46-49). It would have been obvious to one with ordinary skill in 
the art at the time of the invention to position the second electrode from the first electrode by 
approximately one centimeter since the positioning of the electrodes is a result effective variable 
that can be determined by routine experimentation by one with ordinary skill in the art. It has 
been held by our reviewing courts that it is within the level of ordinary skill in the art to discover 
an optimum value of a result effective variable. See MPEP 2144.05 and In re Boesch, 617 F.2d 
272, 205 USPQ 215 (CCPA, 1980). 
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6. Claims 49-50 are rejected under 35 U.S.C. 103(a) as being unpatentable over Matheny et 
al. (5,651,378) as applied to claim 47 above and in further view of Taylor et al. (5,913,876). 
Although Matheny fails to explicitly show that creating an electrical field comprising actuating 
both of the first and second electrode (i.e. bipolar stimulation), attention is directed to Taylor 
who teaches that bipolar stimulation is more efficient than unipolar vagal stimulation (Col. 1 1, 
lines 9-13). It would have been obvious to one with ordinary skill in the art at the time the 
invention was made to modify the method of Matheny to include creating an electrical field 
comprising actuating both of the first and second electrode since Taylor teaches that bipolar 
stimulation is more efficient that unipolar stimulation. 

7. Claims 53- 58 are rejected under 35 U.S.C. 103(a) as being unpatentable over Matheny et 
al. (5,651,378). 

Matheny discloses the claimed invention except for applying an electrical impulse with a 
frequency of between one Hz and 500 Hz, between 20 Hz and 80 Hz, or about 40 Hz, a impulse 
duration of about 0.4 msec, an impulse amplitude from one V to 40 V or two V to six V. 
Matheny teaches that the appropriate amount of electrical energy needed to achieve the desired 
result can be readily determined empirically once the type of equipment and point of access are 
known. It would have been an obvious design choice to one with ordinary skill in the art at the 
time the invention was made to modify the electrical impulse amplitude as taught by Matheny 
with an electrical impulse having an a frequency of between one Hz and 500 Hz, between 20 Hz 
and 80 Hz, or about 40 Hz, a impulse duration of about 0.4 msec, an impulse amplitude from one 
V to 40 V or two V to six V since applicant has not disclosed that this amplitude of electrical 
impulse provides any criticality and /or unexpected results and it appears that the invention 
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would perform equally well with the electrical impulse parameters disclosed by Matheny for 
stimulating the vagus nerve to achieve controlled asystole. 

Allowable Subject Matter 
8 . Claims 1 3 1 - 1 44 are allowed . 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should b.e directed to Kristen Mullen whose telephone number is (571) 272-4944. The 
examiner can normally be reached on M-F, 10:30 am-6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on (571) 272-6996. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Kristen D. Mullen 

Patent Examiner 

Temp. Full Signatory Authority 

Art Unit 3766 

kdm 



